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510(k) Notification K /

GENERAL INFORMATION

Applicant:

Gamma Medica-Ideas, Inc.SE 2321
19355 Business Center Drive, Suite #8
Northiridge, CA, 91324 U.S.A.
Phone: 818-709-2468
Fax: 818-709-2464

Contact Person:

Albert Boniske
Regulatory Consultant
for Gamma Medica-Ideas, Inc.
755 N. Mathilda Avenue, Suite 100
Sunnyvale, CA 94085 U.S.A.
Phone: 408-400-0856 ext. 113
Fax: 408-400-0865

Date Prepared: June 24, 2011

DEVICE INFORMATION

Classification:

21 CFR§892.1100

Product Code:

JYX

Trade Name:

LumaGEMr Molecular Breast Imaging System

Generic/Common Name:

Scintillation (gamma) camera

PREDICATE DEVICES

Gamma Medica. LumaGEMT M Scintillation Camera (K9938 13).
GE Healthcare Discovery NM 750b Gamma Camera (K1 0223 1)
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GAMMA MEDICA-IDEAS, INC. LUMAGEM MOLECULAR BREAST IMAGING SYSTEM
5 10(k) PREMARKET NOTIFICATION

SECTION 5
510(k) SUMMARY (CONT.)

INDICATIONS FOR USE

The LumaGEM~' Molecular Breast Imaging System is intended to measure and image
the distribution of radionuclides by means of photon detection in order to aid in the
evaluation of lesions in the breast tissue and other small body parts. The LumaGEM M

Molecular Breast Imaging System, when used for breast imaging, is intended to serve as
an adjunct to mammography or other primary breast imaging modalities. The
LumaGEM Molecular Breast Imaging System is indicated for planar scintigraphy in the
energy range of 30-300 key for the detection and display of radioisotope tracer uptake in
patients of all ages. The resultant images are intended to be viewed by qualified medical
professionals.

PRODUCT DESCRIPTION

The LumaGEM M Molecular Breast Imaging System is a scintillation camera system,
which uses Cadmium Zinc Telluride (CZT) detectors to create an image of radionuclide
distribution. The LumaGEM TM Molecular Breast Imaging System is available in a dual-
head or single-head configuration and can be used to help identify suspected lesions in
breast tissue as an adjunct to standard mammography. The LumaGEMfl Molecular
Breast Imaging System is provided with a customized gantry, which allows flexible
positioning to facilitate accurate breast imaging, and a workstation to enable image
acquisition and analysis functions.

SUBSTANTIAL EQUIVALENCE

The proposed indications for use for the LumaGEM T.Molecular Breast Imaging System
is substantially equivalent to the indications for use for the predicate devices. Any
differences in the technological characteristics between the devices do not raise any new
issues of safety or effectiveness. Thus, the LumaGEM Molecular Breast Imaging
System is substantially equivalent to the predicate devices.

TESTING IN SUPPORT OF SUBSTANTIAL EQUIVALENCE DETERMINATION

All necessary bench testing was conducted on the LumaGEM Molecular Breast
Imaging System to support a determination of substantial equivalence to the predicate
devices. The following list includes the testing thatwas performed on the LumaGEMTM

Molecular Breast Imaging System:

* Gamma camera verification testing
* System verification testing
* Electrical and mechanical safety testing
* Electromagnetic compatibility testing

SUMMARY

The LumaGEM Molecular Breast Imaging System is substantially equivalent to the
predicate devices.
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(I annma meci c ail- las Incorpo rated
Vc N'h..Albert Boniske
Senjior!\Mcai ge1r Of Regu~latory Affai2r3s01

G enn(ro up F LC - Regn I atory Aflb irs
755 N tvathilda Avenue, Suite 100
SUNINYVALLE CA 9408S5

Re: KU 11791
Trade/Device Name: LumnaGENVM1 M/olecular BreastImciuSse
Regul1ation Number: 21 CER 892.1100G
Regulation Namne: Scintillation (gammia) camiera
Reaulatorx' Class: I
Product Code: LYX
Dated: August 24, 2011
Received: August 27, 2011

Dear Mr. FBoniske:

We have reviewed your Section 510(k) premnarket notificationt 017intent to mnarket the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28. 1976, the enactment date of the iMedical Device Amnendmnents, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a premnarket approval application (PM4A).
You may, therefore, market the device, subject to the general controls provisions of the Act. The

g"eneral controls provisions of the Act include requiremients for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into class It (Special Controls), it mnay be Subject to such

additional controls. Existing major regulations affecting your device can be found in Title 2 1,
Code of Federal Reg-ulationis (CER), Parts 800 to 895. In addition, FDA may puibish fuirther

announcements concerning your device in the Federal Renlister.

Please be advised that FDA'-, issuance of a substantial equi-valence determination does not mean

that FDA has made a determination that Your device complies with other requi remnents of the Act

or any Federal statutes and reuulations administered by other Feder al agencies. You mnust

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807);- labeling (21 CFR Parts 801 and 809); medical device reportirn (reporting of



Page 2

;anetal device- rchnaed ad verse events) (2 1 CFR 803); and good maim fttn itiia s rcicco
LOCqtittnit5as s Ijortl in th nItv systems (QS ) toga lad n (2 I CFR Part 8 20). This lute
WHi allow you to Logiin marketing your (ev ie as desuribed in vomi Section 5 1 (k) pieminake
notiflcation. Th fe FDA. finding of stbsanfial equivalence of your device to a legadly mnarketed
predicate device restils in a classification for your device and thus pOfits your device to
proceed to [lie in a rhet.

Ifyou desire spoci fic advice for youir device on our laeing t uleg 160n (21 CUR Parts 801an
809). please corntact the Oft ice orh i V/r Dia,(o0tiC; Dev;\ice 1 v ala]iJ0i and Safety at (301) 796-

50.Also, please note the regulation entitled, hyibanii Lvrtree o premarkot
notification' (21I CFll Paut 807.97) For qun ons regarding dih. i upor tirig o F adverse events
Under the NADRP regulation (21 CURA Part, 803) pluas go to
hl ):/ww fla. coy/MediCcaIl Dcvi ce/a1,01aiL th cmd ~tI i o the CDRII s Office
of Survei I ance and Difornwrics/D ivision ol Iostinarket S ur'veir II

Yeu tmay obtain o ther general ii ft rata in ion youar reqwr ni hiIi ties aider the At Amfri the
Division of Small ManufacLters, International and Constumer Aistance at it tOlTre number
(800) 638-2041 or (301) 796-7 100 or at is Internet address
http://wwvw. fda.vov/drh/indtrwy/strnport/minx Jt L

Sincrely Yours,

Miary S. Pastel, Sc. D.
Director
Division of Radiological Devices
Office of in Vitro Diagnostic Device

Evaltiation and Safety
Center for Devices and Radiological Hecalth

Enclosure



Indications for Use

510(k) Number (if known): K111791

Device Name: LumaGEM TM Molecular Breast Imaging System

Indications for Use:
The LumaGEMN Molecular Breast Imaging System is intended to measure and image the
distribution of radionuclides by means of photon detection in order to aid in the evaluation of
lesions in the breast tissue and other small body parts. The LumaGEMTM Molecular Breast
Imaging System, when used for breast imaging, is intended to serve as an ad iunct to
mammography or other primary breast imaging modalities. The LumaGEM mMolecular Breast
Imaging System is indicated for planar scintigraphy in the energy range of 30-300 key for the
detection and display of radioisotope tracer uptake in patients of all ages. The resultant images
are intended to be viewed by qualified medical professionals.

Prescription Use X AND/OR Over-The-Counter Use ____

(21 CFR Part 801 Subpart D) (21 CFR Part 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)

PagelIof 1

(Divi ion sign-onf)

Division of Radiologqical Devices
Office of in Vlfro Diagnostic Device Evaluaiztion and Safety
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